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Biocon

Biocon Limited

Biocon Spedial Economic Zone
Plot Nos. 2,3,4 & 5, Phase IV
Bommasandra-Jigani Link Road
Bommasandra Post

Bangalore 560 099, India

CERTIFICATE OF ANALYSIS T +91 80 2808 2808

F 49180 3
QUALITY ASSURANCE e
www.biocon.com
Product Name : INSUGEN - 30/70 (Biphasic)
Insuafin Injection, Biphasic Isophane Ph. Enr. AR No. :40000292075 Page: 1 of 2
(Buman Insulin rDNA o )
Batch No.  : BF20002589 Packed quantity : 75000 Packed vials | Manufacturing Date : August 2020
‘ Label claim : 100 IU/ml Fill volume :10ml Expiry Date : July 2023
Human Insulin -Bulk(rDNA origin) Batch.No: BS19006084
Ph. Eur. Specifications (7" Edition):
TESTS OBSERVATIONS LIMAITS
A white suspension which on standing | A white suspension which on standing deposits a
1 deposits a white sediment and leaves a | white sediment and leaves a colourless or aimost
colourless supernatant, the sedimentis | colourless supernatant, the sediment is readily
readily resuspended by gentle shaking. | resuspended by gentle shaking,
‘When examined under a microscope, the
particles are seen to be rod-shaped crystals, the
Microscopy Test Complies majority with a maximum dimension greater
than lum rarely exceeding 60pm, free from
In the chromatograms obtained in the assay, the
position of the peak due to insulin im the
Identification Complies chromatogram obtained with the test solution
comresponds to that of the principal peak
obtained with the reference solution
pH 741 Between 6.90 and 7.80
Total Zinc 25.9 pg/100 [U of Insulin Not more than 40 pg per 100 IU of Insulin
Impurities with molecular masses greater
than that of insulin 027% Not more than 3.0%
@ | (Limit of high molecuiar weight proteins)
Related proteins .
1:21 Desamido Human Insulin 0.80% Not more than 5.0%
Other related proteins 032% Not more than 6.0%
Mitiod 1Gck ot et Complies than 100 [U of Insulin
M 1:Gel clot method e Less 80 EU o i
Method 2: Kinetic trbidimetric method il upamam e ~
. . Preparations for injection meet the requirements
Sterility Complies of sterility.
Assar . 100.4 TU/mL oo 2N
(Content of Human Insulin + A21 (100 4 % of the lahel claim) Between 90,0 TU per mL and 110.0 IU per mL
T Désamido Human [msalin) i i {Between 90.0% and 110.0% of the Tabel claim)
REMARKS: The sample complies with the above tests as per Ph. Eur. Specifications (7th Edition). i
*Limit of Quantitation : < 0.05 EU/100 TU. : 0% !
**One International Unit (TU) of endotoxin is equal to one Endotoxin Unit (EU). {
QU3
Prepared by: C * Checked by Approved by :
Date : 79/09/20;&7 Date : / Date 3 f M
/0/07 lpplc (Quality Assurance) -fb[Oﬁ‘LOLO




Biocon

Biocon Limited

Biocon Spedal Economic Zone
Plot Nos. 2,3,4 & 5, Phase IV
Bommasandra-figani Link Road
Bommasandra Post

Bangalore 560 099, India

T +97 80 2808 2808

F 91802852 3423

CERTIFICATE OF ANALYSIS

VANV ASSURANCE

www.biocon.com

Product Name : INSUGEN - 30/70 (Biphasic)
Insulin Injection, Biphasic Isophane Ph. Ear. AR No. :40000292075 Page :2 of 2
(Human Insuiin rDNA origin)
Batch No.  : BF20002589 Packed quantity : 75000 Packed vials | Manufacturing Date : August 2020
‘ Label claim : 100 TU/ml Fill volume :10ml Expiry Date : July 2023
Human Insulin ~Bulk(rDNA origin) Baich.No: BS19006084 )
In-House Specifications: A
TESTS OBSERVATIONS LIMITS
Uniformity of content L1=1.6 Acceptance value: L1 <15
Particulate Contamination Comlies Should be free from visible foreign matter and
isible particulate) mp particulate contamination.
Extractable volume 10.3 ml Between 10.2 ml and 10.5 ml

m-Cresol content

0.155% wiv

Between 0.144% w/v and 0.176% w/v

(96.9% of the label claim) (Between 90.0 % and 110.0 % of the label
claim)
e T 0.064% wiv Between 0.0585% w/v and 0.0715% wiv
(98.5% of the label claim) (Between 90.0 % and 110.0 % of the label
claim)
When examined under a microscope, the
particles are seen to be rod-shaped crystals, the
ngy:;ﬁo?l y fest and size) Complies majority with a maximum dimension greater
than 1pum rarely exceeding 60um, free from
¥ | Soluble insulin human content T Between 25.0 % and 35.0 %
) ) *(27.5 IU/mi) ’ ’
Seal i ; Complies None of the vials should comtain any trace of

coloured solution.

* Additional parameter

REMARKS: The sample complies with the above tests as per In-House Specifications.

Storage  : Store in a refrigerator at temperature between 2°C and 8°C. Must not be allowed to freeze.

Prepared by: Cﬁg
Date: 1p/pg |0

Checked by : /

Date :

Approved by : 6

Date :
/€ /29 L (Qualty Assurance) 100 \ 2o




InfoCard NumberQFM-FQC-00109 Revision2 Effective Date11 Jui 2018 12:00 AM

i . .
Berlln Berlin Pharmaceutical Industry Co.,Ltd.
222 Romklao Road, Klongsampravet, Latkrabang, Bangkok 10520 - Thailand Tel. 0-2737-6717 Fax. 0-2360-8730§

__ CERTIFICATE OF ANALYSIS

Product Name : Caraten 6.25 Registered Number s 1A 22/50 (NG)
Product Code : 000149 Manufactured Date : 19/06/2020
Lot Number 2 2001759 Expiry Date : 19/06/2022
Lot Size : 1,000,000 Tablets  Analysis Date : 03/07/2020 - 06/07/2020
S.R. No. - 2001759-Fs-3084  A.R. No. : 2001759-Fs-3084/0
Description Yellow round biconvex tablets with scored between "B" and "1" on one side and scored on the other
Content Each tablet contains Carvedilol 6.25 mg

TESTS : _ SPECIFICATION - RESULTS
Identification A: The retention time of the major peak of the Complies

Sample solution corresponds to that of the

Standard solution, as obtained in the Assay
i B: The UV absorption spectra of the Test Complies
solution and Standard solution exhibit

maxima and minima at the same

wavelengths*

Assay
-Carvedilol 90.0 - 110.0 %LA 97.5%
Dissolution (Test 1)* Not less than 80 % (Q) LA 102.9 %

is dissolved in 30 minutes Minimum value 102.0 %

Maximum value 104.9 %
Uniformity of dosage units* To meet the requirements
(Content uniformity) Acceptance value : Max 15.0 (L1) 23
Impurities (Organic Impurities)*
-Individual impurities Not more than 0.2 % 0.020 %
" (specified or unspecified)

-Total impurities Not more than 1.0 % 0.020 %

This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025. This accreditation demonstrates technical competence
for a defined scope and the operation of a laboratory quality system (refer to joint [SO-ILAC-IAF Communique dated April 2017)

Status : [X] Approved [ ] Rejected
Remarks : * ISO/IEC 17025 non accredited (}‘,!)/)(
Analyst : ﬂa i’\QL t‘?Jt Hmﬁmhﬂ uan ok / o3 [ 2020 (Mr. Thanakrit Wongsanguan)

(QC Pharmacist)

Reviewed by : % | Lr/ oa—/ 2020 (M. Puniop Inthapichai) - - - -
(QC Section Manager)
Approved by ; Q{,\ /\ (Ms.Kittima Ampawa)
el 0% / to1o (OC Manager)

Page 1 of 1
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AMANYISIANTY
ENALAPRIL Tablet 20 mg

Ty

Hawy/dde ENALAPRIL Tablet 20 mg
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CARVEDILOL Tablet 6.25 mg

Hoe/3a9 CARVEDILOL Tablet 6.25 mg
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ANANYMUIANTE

HUMAN INSULIN 70/30 VIAL 100 IU /ML (10 ML)

Yawy/Tam HUMAN INSULIN 70/30 VIAL 100 IU /ML (10 ML)
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INSUGEN 30/70 100 x  Vial @ 65.20 6,520.00
CARATEN 6.25 MG. 5 x 10x10's. @ 400.00 2,000.00
& ANAPRIL 20 MG. 40 x 100x10's @ 460.00 18,400.00
symihadu 26,920.00
FImaum 25,158.88
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